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(54) Title: REACTION TUBE AND METHOD OF USE TO MINIMIZE CONTAMINATION 

(57) Abstract 

A disposable reaction vessel tor performing nu- 
cleic acid amplification assay. Hie disposable reac- 
tion vessel has a penetrable cap that can be pene- 
trated by an automated pxpettox to aspirate a portion 
of an amplified reaction product The disposable re- 
action vessel contains the reagents necessary to per- 
form a nucleic add amplification assay. A patient 
speciment is added to the unit dose reagents in the 
disposable reaction vessel and the penetrable cap is 
closed. The disposable reaction vessel containing the 
reaction mixture and the specimen undergoes ampli- 
fication, typically by placing it in a thermal cycler. 
After amplification die intact disposable reaction ves- 
sel is transferred to an automated analyzer where an 
automated pipcttor penetrates the closure membrane 
and aspirates a portion of the amplified sample for 
further processing, without removal of the reaction 
vessel cap. This avoids the generation of potentially 
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LACK OF UNITY OF INVENTION 

1. Claims; 1-12,25-28 

method for performing a nucleic acid amplification 
assay, wherein the transfer of amplified, target 
nucleic acid is effected by piercing the cap 
membrane of .an amplification vessel with a 
pipettdrprobe, and reaction vessel suitable for 
such a method, comprising a puncturable membrane 
of no more than 0.015 inches." 

2. Claims: 13-24 

Kits for performing a nucleic acid amplification 
assay comprising an amplification composition 
with a low concentration of Mg2+ in one container, 
and a sample treatment composition including a 
higher concentration of Mg2-r a in a second container ♦ 

3. .Claims: 29-35 

Reaction- vessel suitable^for performing a nucleic 
acid amplification assay) whose sealing cap 
includes 'a puncturable membrane", wherein a 
bi-fold' hinge holds the cap to the tube. 

Nucleic acid amolif icati on assays art Jen own . The piercing o-f a membrane 
during such an assay appears to bo tho special technical feature claimed 
by claim 1. This feature also appears -in claims 25-28, and the sets of 
claims 1-12. and 25-28 consequently satisfy the requirement of Rule 
13.1 PCT. 

The claims 13-17 and 18-24 do not refer to the piercing of a membrane, 
•nor- do they relata to any other- special technical feature (in the* sense of 
Rule 13.2 PCT 3 of claims 1-12. Therefore claims 13-17 and 18-24 do 
not relate to the same general inventive concept aj claims 1-12 and 
consequently do not satisfy the requirement of Rule 13.1 PCT. 

Claim 25 refers to a reaction vessel suitable for performing a nucleic 
acid amplification assay according to the method of claims 1-12. 
Claims 29-35 refer to a second kind of device suitable for performing a 
nucleic acid amplification assay according to the method of claims 1-12. 
Reaction vessels with a hinged sealing cap suitable for performing a 
nucleic acid amplification assay are known (see EP488769, fig 503. 
EP341342 describes such a small capped centrifuge container, 
withstanding boiling temperatures, and thus suitable for thermal cyeling . 
The cap of this container is held to the tube by an hinge, and includes a 
puncturable membrane. EP341342 describes all the technical features 
common to claims 25 and 29. There is therefore no special technicaX 
feature in the sense of Rule 13.2 PCT which is common to claims 25 
and 29: compared with the reaction vessel of EP341342, the . special 
technical features of claims 25-28 would be the thickness of the 
puncturable membrane, whereas the special technical feature of claim 29 
would be tha bifold hinge. Therefore claims 29-35 do not relate to the 
same general inventive concept as claims 25-28 end consequently do not 
satisfy the requirement of Rule 13,1 PCT. . 
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